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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on May 7, 2008; June 30, 2008; and December 9, 
2008 have been entered. 

Status of the Claims 

2. The amendment to the claims received on September 6, 2006 canceled claim 2 and 
amended claim 1 . 

The amendment to the claims received on April 25, 2007 canceled claims 23-24 and 
amended claim 1 . 

The amendment to the claims received on November 19, 2007 amended claims 1 and 16. 
The amendment to the claims received on May 7, 2008 amended claim 1, canceled claim 
5, and added new claim 25. 

Claims 1, 3-4, 6-22, and 25 are currently pending. 

Claims 1, 3-4, 6-15, 19-22, and 25 are currently under consideration. 

Election/Restrictions 

3. Applicants elected, without traverse, Group I in the reply filed on February 10, 2006. 
Claims 16-18 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as being 
drawn to nonelected inventions, there being no allowable generic or linking claim. 
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4. The species requirement is withdrawn upon further consideration. Previously withdrawn 
claims 8, 13, 15, and 19-22 are rejoined. 

Priority 

5. The present application claims status as a DIV of 08/776,188 filed January 24, 1997 (now 
U.S. Patent 6,613,530) which is a national stage (i.e. 371) of PCT/EP95/02919 filed July 24, 
1995. In addition, the present applications claims foreign priority to German applications P 44 26 
276.0 filed July 25, 1994 and P 44 30 972.4 filed August 31, 1994. 

Invention as Claimed 

6. A method for detection of an antibody against a pathogenic organism in a liquid sample 
wherein said pathogenic organism is selected from the group consisting of bacteria, viruses, and 
protozoa, the method comprising: (a) incubating the following: (1) sample, (2) a solid phase, (3) 
a first antigen for said antibody wherein the first antigen comprises at least one marker group and 
comprises multiple epitope regions, said epitope regions being identical in amino acid sequence, 
and (4) a second antigen for said antibody wherein the second antigen binds to the solid phase 
under conditions to obtain a complex comprising a solid phase-bound second antigen to which is 
bound the antibody and to which is bound the first antigen and (b) detecting said antibody by 
direct or indirect detection of the complex on said solid phase said first antigen is of formula (P- 
) n T(-L) n (i.e. Ia) or T(-P-L m ) n (i.e. Ib) wherein T is a carrier, P is a peptide comprising an epitope 
region wherein said epitope region is reactive with the antibody, L is the marker group in said 
first antigen, - is a covalent coupling, n is 2-40, and m is 1-10 and variations thereof. 
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Withdrawn Objection 

7. The objection to claims 1, 3-4, 6-7, 9-12, and 14 is withdrawn in view of the claim 
amendments received on May 7, 2008. 

New Objections 
Claim Objections 

8. Claim 1 is objected to because of the following informalities: viruses should be virus and 
protozoa should be protozoan (i.e. singular corresponds to singular organism). Appropriate 
correction is required. 

9. Claim 1 is objected to because of the following informalities: "first antigen. . .comprises 
at least one marker group and comprises multiple epitope regions said epitope regions being 
identical in amino acid seqeunce" is considered redundant in view of formulas (la) and (lb). 
Appropriate correction is required. 

10. Claim 4 is objected to because of the following informalities: claim 4 is redundant in 
view of the formulas of claim 1 and claim 3. Appropriate correction is required. 

1 1 . Claim 9 is objected to because of the following informalities: the claim should read 
"wherein the at least one of the first antigen or the second antigen". Appropriate correction is 
required. In addition, the limitation of "comprises a carrier to which the epitope regions are 
covalently coupled" is redundant due to the formulas in claim 1. 
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12. Claim 13 is objected to because of the following informalities: the limitation "multimeric 
antigen comprising multiple, identical epitope regions. . .said epitope regions being identical in 
amino acid sequence" is redundant due to the formulas in claim 1 . Appropriate correction is 
required. 

Withdrawn Rejections 

13. The rejection of claims 1, 3-4, 6, 9, 12, and 14 under 35 U.S.C. 102(e) as being 
anticipated by Flavell et al. U.S. Patent 5,618,533 filed December 10, 1993 is withdrawn in view 
of the necessity of more than one marker (see formulas). However, "at least one marker" is 
present in section (3) of claim 1 (see 35 USC 1 12, second paragraph rejection below). 

14. The rejection of claims 1, 3-4, 6-7, 9-12, and 14 under 35 U.S.C. 103(a) as being 
unpatentable over Rejman et al. EP 0 507 586 (supplied by applicants in IDS), Formoso et al. 
WO 90/071 19 published June 28, 1990, and Watts et al. U.S. Patent 5,437,983 filed February 1, 
1993 is withdrawn in view of the necessity of more than one marker (see formulas). However, 
"at least one marker" is present in section (3) of claim 1 (see 35 USC 1 12, second paragraph 
rejection below). 

New Rejections 

Claim Rejections - 35 USC § 112 

15. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

16. Claims 1, 3-4, 6-15, 19-22, and 25 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
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applicant regards as the invention. One of skill in the art would not be able to determine the 
scope of the presently claimed invention. 

A. Independent claim 1 requires "a first antigen for said antibody, wherein the first 
antigen comprises at least one marker group" in section (3) and then requires "the first antigen is 
of formula (la) or (lb)" wherein 2-400 marker groups are required. Therefore, what is the 
minimum number of marker groups required (1,2, etc.)? 

B. A nexus is missing between the preamble and the last method step (i.e. detection 
of an antibody against a pathogenic organism selected from the group consisting of a bacteria, 
virus, and protozoa). 

C. Claim 1 recites the limitation "said sample" in section (1). There is insufficient 
antecedent basis for this limitation in the claim. "[S]aid liquid sample" is suggested. 

D. Claim 6 requires "the first antigen having the marker group comprising a hapten 
and a binding partner of the hapten being labeled with a signal generating group". Claim 1 
requires "the first antigen is of formula (la) or (lb)" which are (P-) n T(-L) n and T(-P-L m ) n , 
respectively. Therefore, it is not clear if the hapten of claim 6 is P (peptide) or part of L (marker), 
if the hapten-binding partner of the hapten-signal generating group is L, etc. In addition, if the 
hapten is P, then claim 7 should correlate to bacteria, virus, or protozoan haptens. 

E. Claim 13 requires P to have an inactive spacer region. However, it is not clear if 
every epitope has a spacer region (i.e. P = epitope-spacer region which are repeated n number of 
times) or if the spacer region is an additional structure not found in formula (la) or (lb). 
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F. Claim 14 requires P to comprise "a single epitope region or a multiple of an 
epitope region". This is not clear due to formulas (la) and (lb). For example, if P is a multiple 
epitope region then is n still 2-40? 

G. Claim 15 optionally has P epitopes linked by spacer regions. However, it is not 
clear if every epitope has a spacer region (i.e. P = epitope-spacer region which are repeated n 
number of times) or if the spacer region is an additional structure not found in formula (la) or 
(lb). In addition, claim 15 states that P is a mosaic peptide comprising multiple, immunologically 
reactive epitope regions. However, it is not clear if P has multiple epitope regions or if P n has 
multiple epitope regions (see the formulas in claim 1). Furthermore, claim 15 requires the first 
antigen and the second antigen to be a recombinant fusion polypeptide. However, it is not clear 
how this if reflected in formulas (la) or (lb). 

H. Claim 21 recites the limitation "the several copies of the single epitope" in lines 1- 
2. There is insufficient antecedent basis for this limitation in the claim. 

I. Claim 21 requires spacer regions. However, it is not clear if every epitope has a 
spacer region (i.e. P = epitope-spacer region which are repeated n number of times) or if the 
spacer region is an additional structure not found in formula (la) or (lb). 

Future Communications 
Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amber D. Steele whose telephone number is (571)272-5538. The 
examiner can normally be reached on Monday through Friday 9:00AM-5:00PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James (Doug) Schultz can be reached on 571-272-0763. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Amber D. Steele/ 

Patent Examiner, Art Unit 1639 

February 3, 2009 



